Introduction Self vaginal sampling is a new collection approach for detection of Sexually Transmitted Infections and is able to guarantee privacy and comfort during the collection. The aim of the study was to evaluate usability, vaginal cells collection efficiency and ability to preserve nucleic acids stability of a new self vaginal flocked swab (FLOQSwab TM , Copan) developed for home collection. Methods 80 donors (age 18 to 45) performed a double selfvaginal sampling (n=160) using: a certified flocked self-vaginal point of care collection (POC) device as a reference method (Copan); a new home-based self-vaginal flocked swab by following the kit instructions. Patients received a questionnaire to assess the usability of the new device. Home-based and POC self-vaginal swabs have been processed using Xpert CT/NG assay (Cepheid). The threshold cycle value (Ct) of a human genomic target (sample adequacy control), Ct of pathogens (Chlamydia trachomatis CT and Neisseria gonorrhoeae GC2 and GC4) and extraction and amplification control (Bacillus globigii spores) were considered to compare performance between the two devices. To evaluate the stability of the nucleic acids at time 0 and after 4 weeks of storage at +4°C and +30°C, 54 negative home collected self vaginal flocked samples have been inoculated with a suspension of CT and GC ATCC (VR880-43069) at 1 and 10xLOD of molecular assay. Results 100% of overall agreement was obtained comparing the results between the two devices: 77/80 negative and 3/80 Chlamydia trachomatis positive patients were detected. No failure results have been observed. The survey reported a better appreciated home-based self vaginal collection (80%) with respect to the POC sampling. After 4 weeks of storage at 4°C and at 30°C all 54 spiked samples have been correctly detected. Conclusion the new home-based self vaginal device has shown the same performance of the reference swab, demonstrating an efficient recovery of vaginal cells, stability of CT and GC nucleic acids up to 4 weeks at 4°C and +30°C and excellent acceptability by women.
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Introduction Bacterial Vaginosis (BV) is the most frequent vaginal infection. It is characterised by a decrease in the number of Lactobacilli and an increse of anaerobic bacteria. Gardnerella vaginalis is the main etiological agent, this bacteria has multiple virulence factors such as the production of biofilm, sialidase and vaginolysin, which can cause the degradation of cervical mucus, adhesion and lysis of epithelial cells. The production of antibodies against this microorganism will allow understanding their role in the development of BV. Methods Three New Zealand rabbits were immunised for 8 weeks using as antigen the strain ATCC 14018 of G. vaginalis and the complete and incomplete Freund's adjuvants. The immune response was evaluated at weeks 0, 4th and 7th by indirect ELISA. At the 8th week the rabbits were sacrificed and blood serum was obtained, purification was performed using the Protein A antibody purification kit (Sigma). For the characterisation of the policlonal antibody we perform Indirect ELISA, Dot Blot, Western Blot and inhibition of haemagglutination.
Results Two polyclonal antibodies agains G. vaginalis were obtained. The first was obtained from Rabbit 1 (A.ka. Gv1) and the second one is a Pool (Gv2) from the serum of rabbits 2 and 3. Both antibodies recognise the strain ATCC 14018 of G. vaginalis at titers greater than 1: 2000 and proteins with molecular weights of approximately 38, 50, 65, 75 and 90 kDa, in addition the antibodies are capable of inhibiting lysis of vaginolysin. Conclusion The produced antibodies will be use to study the pathogenesis of Gardnerella vaginalis during the development of BV.
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CHARACTERISATION OF IMMUNOGLOBULIN A/G RESPONSES DURING 3 DOSES OF THE HUMAN PAPILLOMAVIRUS-16/18 ASO4-ADJUVANTED VACCINE
